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A, if the IRB determines that a re-
search protocol is designed for condi-
tions or for a subject population for
which parental or guardian permission
is not a reasonable requirement to pro-
tect the subjects (for example, ne-
glected or abused children), it may
waive the consent requirements in Sub-
part A of this part and paragraph (b) of
this section, provided an appropriate
mechanism for protecting the children
who will participate as subjects in the
research is substituted, and provided
further that the waiver is not incon-
sistent with Federal, state or local law.
The choice of an appropriate mecha-
nism would depend upon the nature
and purpose of the activities described
in the protocol, the risk and antici-
pated benefit to the research subjects,
and their age, maturity, status, and
condition.

(d) Permission by parents or guard-
ians shall be documented in accordance
with and to the extent required by
§ 46.117 of Subpart A.

(e) When the IRB determines that as-
sent is required, it shall also determine
whether and how assent must be docu-
mented.

§ 46.409 Wards.
(a) Children who are wards of the

state or any other agency, institution,
or entity can be included in research
approved under § 46.406 or § 46.407 only if
such research is:

(1) Related to their status as wards;
or

(2) Conducted in schools, camps, hos-
pitals, institutions, or similar settings
in which the majority of children in-
volved as subjects are not wards.

(b) If the research is approved under
paragraph (a) of this section, the IRB
shall require appointment of an advo-
cate for each child who is a ward, in ad-
dition to any other individual acting
on behalf of the child as guardian or in
loco parentis. One individual may serve
as advocate for more than one child.
The advocate shall be an individual
who has the background and experience
to act in, and agrees to act in, the best
interests of the child for the duration
of the child’s participation in the re-
search and who is not associated in any
way (except in the role as advocate or
member of the IRB) with the research,

the investigator(s), or the guardian or-
ganization.

PART 50—U.S. EXCHANGE VISITOR
PROGRAM—REQUEST FOR WAIV-
ER OF THE TWO-YEAR FOREIGN
RESIDENCE REQUIREMENT

Sec.
50.1 Authority.
50.2 Exchange Visitor Waiver Review Board.
50.3 Policy.
50.4 Procedures for submission of applica-

tion to HHS.
50.5 Personal hardship, persecution and visa

extension considerations.
50.6 Release from foreign government.

AUTHORITY: 75 Stat. 527 (22 U.S.C. 2451 et
seq.); 84 Stat. 116 (8 U.S.C. 1182(e)).

SOURCE: 49 FR 9900, Mar. 16, 1984, unless
otherwise noted.

§ 50.1 Authority.

Under the authority of Mutual Edu-
cational and Cultural Exchange Act of
1961 (75 Stat. 527) and the Immigration
and Nationality Act as amended (84
Stat. 116), the Department of Health
and Human Services is an ‘‘interested
United States Government agency’’
with the authority to request the Unit-
ed States Information Agency to rec-
ommend to the Attorney General waiv-
er of the two-year foreign residence re-
quirement for exchange visitors under
the Mutual Educational and Cultural
Exchange Program.

§ 50.2 Exchange Visitor Waiver Review
Board.

(a) Establishment. The Exchange Visi-
tor Waiver Review Board is established
to carry out the Department’s respon-
sibilities under the Exchange Visitor
Program.

(b) Functions. The Exchange Visitor
Waiver Review Board is responsible for
making thorough and equitable evalua-
tions of applications submitted by in-
stitutions, acting on behalf of exchange
visitors, to the Department of HHS for
a favorable recommendation to the
United States Information Agency that
the two-year foreign residence require-
ment for exchange visitors under the
Exchanges Visitor Program be waived.

(c) Membership. The Exchange Visitor
Waiver Review Board consists of no
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fewer than three members and two al-
ternates, of whom no fewer than three
shall consider any particular applica-
tion. The Director of the Office of
International Affairs, Office of the Sec-
retary, is an ex officio member of the
Board and serves as its Chairman. The
Director may designate a staff member
of the Office of the Secretary to serve
as member and Chairman of the Board
in the Director’s absence. Two regu-
larly assigned members and two alter-
nates are appointed by the Assistant
Secretary of Health to consider appli-
cations concerning health, biomedical
research, and related fields. The Chair-
man may request the heads of operat-
ing divisions of the Department to ap-
point additional members to consider
applications in other fields of interest
to the Department (e.g. human serv-
ices, social security). The Board may
obtain expert advisory opinions from
other sources.

(d) Eligibility. The Board will review
applications submitted by private or
non-federal institutions, organizations
or agencies or by a component agency
of HHS. The Board will not consider
applications submitted by exchange
visitors or, unless under extenuating
and exceptional circumstances, other
U.S. Government Agencies.

§ 50.3 Policy.
(a) Criteria and information pertaining

to waivers. The Department of Health
and Human Services endorses the phi-
losophy of the Exchange Visitor Pro-
gram that exchange visitors are com-
mitted to return home for at least two
years after completing their program.
This requirement was imposed to pre-
vent the Program from becoming a
stepping stone to immigration and to
insure that exchange visitors make
their new knowledge and skills avail-
able to their home countries. Accord-
ingly, the Board carefully applies strin-
gent and restrictive criteria to its con-
sideration of requests that it support
waivers for exchange visitors. Each ap-
plication is evaluated individually on
the basis of the facts available.
In determining whether to recommend
an exemption for an exchange visitor
from his/her obligation to the Ex-
change Visitor Program, the Board
considers the following key factors:

(1) The program or activity at the ap-
plicant institution or organization in
which the exchange visitor is employed
must be of high priority and of na-
tional or international significance in
an area of interest to the Department.
The Board will not request a waiver
when the application demonstrates
that the exchange visitor is needed
merely to provide services for a limited
geographical area and/or to alleviate a
local community or institutional man-
power shortage, however serious.

(2) The exchange visitor must be
needed as an integral part of the pro-
gram or activity, or of an essential
component thereof, so that loss of his/
her services would necessitate dis-
continuance of the program, or a major
phase of it. Specific evidence must be
provided as to how the loss or unavail-
ability of the individual’s services
would adversely affect the initiation,
continuance, completion, or success of
the program or activity. The applicant
organization/institution must clearly
demonstrate that a suitable replace-
ment for the exchange visitor cannot
be found through recruitment or any
other means. The Board will not re-
quest a waiver when the principal prob-
lem appears to be one of administra-
tive, budgetary, or program inconven-
ience to the institution or other em-
ployer.

(3) The exchange visitor must possess
outstanding qualifications, training
and experience well beyond the usually
expected accomplishments at the grad-
uate, postgraduate, and residency lev-
els, and must clearly demonstrate the
capability to make original and signifi-
cant contributions to the program. The
Board will not request a waiver simply
because an individual has specialized
training or experience or is occupying
a senior staff position in a university,
hospital, or other institution.

(b) Waiver for members of exchange visi-
tor’s family. Where a decision is made to
request a waiver for an exchange visi-
tor, a waiver will also be requested for
the spouse and children, if any, if they
have J–2 visa status. When both mem-
bers of a married couple are exchange
visitors in their own right (i.e., each
has J–1 visa status), separate applica-
tions must be submitted for each of
them.
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§ 50.4 Procedures for submission of ap-
plication to HHS.

(a) The applicant institution (edu-
cational institution, hospital, labora-
tory, corporation, etc.) should send a
completed application (HHS Form 426;
O.M.B. No. 0990–0001) to the Executive
Secretary, Exchange Visitor Waiver
Review Board, Room 655–G, Humphrey
Building, Department of Health and
Human Services, 200 Independence Ave-
nue, S.W., Washington, D.C. 20201. Ap-
plication forms, instruction sheets, and
information may be obtained from the
Executive Secretary (202/245–6174). The
application must be filled out com-
pletely and signed by an authorized of-
ficial of the applicant institution. The
application and accompanying mate-
rials should include information that
describes in detail the circumstances of
the case involved.

(b) Since the formal filing of an ap-
plication for waiver with the Immigra-
tion and Naturalization Service auto-
matically terminates the applicant’s
exchange visitor status, it is permis-
sible to obtain the decision of the Ex-
change Visitor Waiver Review Board
before filing with the Immigration and
Naturalization Service.

§ 50.5 Personal hardship, persecution
and visa extension considerations.

(a) It is not within the Department’s
jurisdiction to consider applications
for waiver based on:

(1) Exceptional hardship to the ex-
change visitor’s American or legally
resident alien spouse or child; or

(2) The alien’s unwillingness to re-
turn to the country of his/her national-
ity or last residence on the grounds
that he/she or family members would
be subject to persecution on account of
race, religion or political opinion.

(b) Likewise, this Department is not
responsible for considering requests to
extend visas.

(c) Inquiries concerning the above
should be directed to the District Of-
fice of the Immigration and Natu-
ralization Service which has jurisdic-
tion over the exchange visitor’s place
of residence in the United States.

§ 50.6 Release from foreign govern-
ment.

The United States Information Agen-
cy has the responsibility to consider
applications for waivers that are based
solely on a notification from the ex-
change visitor’s country that it has no
objection to a waiver (22 CFR 63.31).

PART 51—CRITERIA FOR EVALUAT-
ING COMPREHENSIVE PLAN TO
REDUCE RELIANCE ON ALIEN
PHYSICIANS

Sec.
51.1 Purpose.
51.2 Application.
51.3 Who is eligible to apply?
51.4 How will the plans be evaluated?

AUTHORITY: Sec. 212, Immigration and Na-
tionality Act, Pub. L. 82–114, as amended by
Pub. L. 97–116, 95 Stat. 1611 (8 U.S.C.
1182(j)(2)(A)).

SOURCE: 48 FR 2539, Jan. 20, 1983, unless
otherwise noted.

§ 51.1 Purpose.

The purpose of this regulation is to
establish criteria for review and eval-
uation of the comprehensive plans of
Graduate Medical Education Programs
to reduce reliance on alien physicians,
as required by the Immigration and
Nationality Act Amendments of 1981,
Pub. L. 97–116, for the waiver of certain
requirements for exchange visitors who
are coming to the United States to par-
ticipate in programs of graduate medi-
cal education or training.

§ 51.2 Application.

Materials covering procedures for ap-
plying for substantial disruption waiv-
ers (including the comprehensive plan)
may be obtained from the Educational
Commission for Foreign Medical Grad-
uates, 3624 Market Street, Philadel-
phia, Pennsylvania 19104.

EXPLANATORY NOTE: The Department of
State entered into an agreement with the
Educational Commission for Foreign Medical
Graduates in 1971 whereby the latter was des-
ignated the authority to administer the issu-
ance of the Form IAP–66 in all cases involv-
ing the admission, certification, transfer or
extension of stay for foreign physicians in
exchange visitor status who are receiving
graduate medical education or training. The
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